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

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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS 1. 19192166 56001-02
CEPTUDOUKAT AHAJIU3A www drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -
Iponykr: Keroposn® Dxcnpece (keroposiak) TabaeTKH, AHCHeprupyemble B mosocti pra, 10 mr - -
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne VAR ' O6beM cepun " 36,00,000 Tab
Analytical Repovrt No/ . 890001849100 Date of Analysis / - 26.11.2025
AHanuTHyecKHii oTyeT No Jlara ananusa
Date of Manufacture / - 10/2025 Date of Expiry / - 09/2027
Jata npounsBoacTea T'oxen go
Mifg. License No. / MA number: /
IIpousBoacTeenHasn : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

Junen3us Ne
Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTtpykuus yreepxaena: 21.04.2025

Page1of 11/ Cip. 1 m3 11

No . .

Ne Test / IlokazaTenn Results / Pe3yabraThl Specification / Hopma

1 Description / Onucanmue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrneie miockue
side. / Kpyrnsie nnockue TabneTtku ¢ ¢ackol, CBETIO-KEITOro IBETa C
TabneTky ¢ packoii, ceeTIO- rpaBUPOBKOI «l» Ha OAHOU CTOPOHE.
AKEJITOro L(BETa C IPaBUPOBKOH
«I» Ha OFHOI cTOpOHE.

2 Identification / UaenTuduxaums

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®-
CLEKIPbI HOIIOWEHUS UCILITYEMOL'O PACTBOPA U
pacTBopa CTaHEapTHOrO ofpa3ua KeTopojaka
TPOMETaMHHA JOJDKHLI HUMETh MaKCHMYMBI TIPH
ONHOM U TOM ke IUTMHE BOJIHEL (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUAM H]T 3aknwyenue: OMOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosneso; Shivani [Tposepeno: Pravesh  [|[Iposepeno (AOK): [|Omo6peno: Obecnedenue kauecTpa/OTBETCTBEHHOE
i Rana ¢ / Amit Kumar ; I\ JTHLO: & ORI i ’CUWUQQ
i il 4w
"
Date / Date / Date / Date / N=ADLS™
Hara: 26.11.2025 Hata: 26.11.2025 Hata: 26.11.2025 Jara: 9/7 ” a(

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘f‘

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 9¢166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orall;l_)_isintegrating Tablets 10 mg -
ITponykt: Ketopoa® Jkenpece (keTopoyak) TabJ/ieTKH, JHCNEprHpyeMble B HoJocTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepusn Ne § Vaa0ada2 O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 890001849100 Date of Analysis / . 26.11.2025
AHanuTHYecKHH oTueT No JlaTa ananmn3a

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

JlaTta npousBoacTBa I'onen oo

Mfg. License No. / T T——

IIpousBoacTBeHHAsN . MNB/05/263 : . JITI-Ne(004669)-(PT'-RU)

Homep PY

JHIen3us Ne

Analysis performed according ND: / Ananus nposenen mo HJI: JITI-Ne(004669)-(PI"-RU)-190224

PIL version approved: / MucTpyknns yrBep:xaena: 21.04.2025

Page2 of 11/ C1p.2 m3 11

No

Test / ITokasarennb
Ne

Results / PesyabTaThl

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 yHepKHBaHHS OCHOBHOIO [HKa Ha

XpoMaTorpamme HCTILITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHH
yAepKUBaHHUA OCHOBHOTO IHKa Ha
XpomarorpaMmMe  pacTBOpa  CTaHIapTHOTO

ofpa3ua KkeToponaka TpoMeTamuHa (pasnen
«KONMECTBEHHOE ONPENCCHUED),

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoxykTt cootBeTcTBYET TpeboBanusm HJT 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oaroTosneno: Shivani [Iposepeno: Pravesh  [[[Iposepeno (AOK): [|Omobpeno: O6ecneyenue kauectea/OTBETCTBEHHOE
Rana Amit Kumar NMLO:
‘7 % A AUnsic RUMRKIL
i 2 I <o
Date / Date / Date / Date / 2.7 | ) )/r
Hara: 26.11.2025 Jlara: 26.11.2025 Hata: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www drreddys.com



‘. 9 Dr. Reddy's Laboratories Ltd

! °® Formulation Unit-6

Dr. Reddy s ’. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tal - +91 92166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 107mg n - .

Ipoayxt: Keropoa® Jkenpece (keTopoak) TabaeTkd, AMCneprupyempie B HoJX0CTH pra, 10 mr - -

Market / Poinok :Russia / Poccus |

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

Cepus Ne V2502232 O0beM cepHH " 36,00,000 Tab

Analytical Repo:‘t No/ - 890001849100 Date of Analysis / . 26.11.2025

AHanuTHYeCKHH oTueT No JlaTa anaansa

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

JaTta npousBoacTBa T'ogen oo -

Mfg. License No. / MA number- /

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

aunenzus Ne | ]

Analysis performed according ND: / Ananus npoeeaen mo HJ/L: JIII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / MacTpykuus yreepaxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

NNoo Test / ITokazaTennb Results / PeayabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzudpoxcuanuzson 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 YAEPKUBAHUSA TTHKOB 2-
6yTUArHIpOKCHAHU30J1a 51 3-
OyTUNIHAPOKCHAHK30/la HAa XpOMarorpaMmme
MCIBITYEMOIO pacreopa JOJDKHBI
COOTBETCTBOBAaTb ~ BPEMEHAM  YIEpPXKUBaHHUA
MUKOB  2-OyTHATHMApDOKCHAaHM3ONAa U 3-
OYTHIrHOpOKCHaHHW30Nla HAa  XpOMarorpaMme
pacTBOpa CTaHIApPTHOIrO obpasua
Oyrunruapokcuanuzona (paznen «ConeprxaHue
| OYTHJITMIPOKCHAHU30TIaY).

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

ITpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHusM H )| 3akawuenue: UJULPEHU

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

MMoarorosaero: Shivani Iposepeno: Pravesh  [[[Tposepeno (AOK): |[Ono6peno: Obecneyenune kauecTBa/OTBETCTBEHHOE

}A T Rana 4 Amit Kumt/\ NHLIO: j UNTL EUmMpanR_
ol I
Date / Date / Date / Date / i e
Hata: 26.11.2025 Hara: 26.11.2025 Jara: 26.11.2025 Hara: ’)/") ” i )/(

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC004507
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 92166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys com

Product : Ket(Rl_E}p;esg (_ket—orolac) Orally Disintegrating Tablets 10 'mg

Mpoaykr: Keropon® Jkcnpecc (keToposax) Taberku, AHCIeprupyeMble B M010C¢TH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne Rl O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 890001849100 Date of Analysis / . 26.11.2025

AHanuTHyeckuii oruer Ne JaTta anaau3za

Date of Manufacture / . 10/2025 Date of Expiry / - 09/2027

Jara npoHM3BOACTBA T'open no

Mifg. License No. / MA number: /

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

JHuneH3Hsa Ne

Analysis performed according ND: / Ananus nposegen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xkaena: 21.04.2025

Page4o0f11/Crp.4 n3 11

ioo Test / [Toka3zaTenb Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpeansis 69.4 mg / 69.4 mr 67.2mg 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 %;
Unitsiitsiy o weiulit / 2/20 tablets - not more than =+ 20%. /
Om ormity of weig Complies / CooTBeTcTBYET 18/20 Tabnetok — He Oomee £ 10 %;
AROPOANEERE Masel 2/20 tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapgaemocthb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101 % Not less than 75 % (Q) of C1sH;aNO3°C4H11NO3
. (ketorolac tromethamine) in 15 min. / He menee
= 2 o
Unit-2 { Tabn-2 103% | 750, (Q) CisHi3NO3CH,NO; (ketoponaka
Unit-3 / Ta6n-3 99 9, TPOMETaMMH) yepe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/
Hpumeyanue; [IpoaykT cooTBeTCTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3aknwuyenue; OIOBPEHO

Checked by /
[Tposepeno: Pravesh

Rana _ 4

Prepared by /
IToarorosnexo: Shivani
Amit Kumar

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

N

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

JIALO: JUr\HL Qﬂ/\/?lqﬂf—
&M

/
by
Date /

Jara: 26.11.2025

Date /
Hara: 26.11.2025

Date /
Hara: 26.11.2025

Date /
Hara:

971~ L0LS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +Q1 22166 56001-07

CEPTUDPUKAT AHAJIU3A

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Jxcnpece (keTopoaak) TabieTky, Ancneprupyemole B mojiocti pra, 10 mr B s
Market / Peinok - :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne } VapOaias O0beM cepHH © 36,000,000 Tab
Analytical Repovrt No/ - 890001849100 Date of Analysis / . 96.11.2025
AHanuTnueckmii oTueT Ne JlaTa ananansa
Date of Manufacture / . 10/2025 Date of Expiry / - 09/2027
Hara mpou3BoacTBa T'ogen g0 -
Mfg. License No. / MA number: /
IIpoussoacTBeHHAR : MNB/05/263 n ’ . JIII-Ne(004669)-(PT'-RU)
Homep PY
JaupeH3na Ne
Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreepskaena: 21.04.2025

Page5o0f 11/ Crp. 5 m3 11

NNS Test / IToka3zaTennb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHOCTH sieve is formed. / OOpa3yerca onmHoponHas
CyCNEH3Us, TpOXOnfAllas CKBO3b CHTO C
pa3sMepom oTBepcTHii 710 MKM.
7 Impurities / lpumecn

1-hydroxy analog of
ketorolac: /
1-rupoKcHaHanor

Below LOQ (LOQ = 0.0032 %) /
Hwke npenena KOJNMYECTBEHHOTO
onpeaencHus ([1KO = 0.0032%)

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

KeTopoJiaka
1-keto analog of ketorolac / U.Ub Y% not mote than U.8 Y%, / 11e Sonee 0,8 %o,
1-keToaHanor keTopoJiaka
unidentified impurity / 0.02 % not more than 0.5 %; / ve 6onee 0,5 %;
eAMHNYHAs
HeuIeHTHDUIHpOBaHHAA
NpUMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa Iipumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: I[Iponyxt cooTBeTcTBYET Tpeboanusam HJ Jaxmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Nonrotosneno: Shivani ITpoBepeHo: Pravssh [Tposepero (AOK): [|Ono6peHo: Obecneuenne kayectsa/OTBETCTBEHHOE
% ()/ Rana /J Amit Kumar/_ (O (PR T (S n_
il ¢
Date / Date / Date / Date / el |=d0Y <
Hata: 26.11.2025 Hata: 26.11.2025 Jara: 26.11.2025 Hara:

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



& o
Dr.Reddy’s ‘_‘6’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tol 1 +91 92166 56001-02

CEPTUPUKAT AHAJIM3A

wwv.drreddys.com

Product : Ketorol Expré;s (ketorolac) Orally Disintegrating Tablets 10 mg :

Ipoaykr: Keropoa® Dxcnpecc (keTopoiak) TabJeTKH, AUCIeprupyeMble B IIOJOCTH pTa, 10 mMr - -
Market / PeiHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepus Ne BHEEeiE O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 890001849100 Date of Analysis / . 96.11.2025

ABanuTHYecKHii oTuer Ne Jarta anannsa ]
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

Jarta npon3BoAcTBa B - T'oneH no -
Mfg. License No. / MA number: /

Ipoussoacreennas : MNB/05/263 = . JIII-Ne(004669)-(PI'-RU)

Homep PY

Januensust Ne =
Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

 PIL version approved: / MucTpyknus yreepxiena: 21.04.2025 -

Page 6 of 11/ Crp. 6 n311

I;.:) Test / Hoka3aTenb Results / Pe3yabTaThl Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Copnep:xkanue BOAbl He 6osee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuyecKHe pacTBOPHTEH
Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab. /
Wzonponanon 11 mxr B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

[MpumMeyanue: [IpoayRT cooTBCTCTBYCT Tpebosanmam 11/]

Conclusion : APPROVED /
JaxuwaeHne: OJOLI'EITO

Prepared by / Checked by /
[ToxroTosneHo: Shivani ITposepeno: Pravesh

/Sl)/ Rana /j

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

A

-

||Amit Kumar

—
L

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneuerHne kayecTsa/OTBETCTBEHHOE

THIO: &UN’L KUM}QQ_,—
v

Date /
Hara: 26.11.2025

Date /
Hara: 26.11.2025

Date/
Hara: 26.11.2025

Date /

Hara: il

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

i



Dr.Reddy’s Q':‘.

CERTIFICATE OF

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

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

ANALYSIS 141 - 191 99166 56001-02

CEPTUDHMKAT AHAJIN3A

www.drreddys.com

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

Hpoaykr: Ketopoa® Jxenpece (keTopoJak) TabJICTKH, AHCIEprHpyeMble B MOJOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus -

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

Cepus Ne { V202252 O0bem cepnn ~ 36,00,000 Tab

Analytical Repovrt No / - 890001849100 Date of Analysis / . 26.11.2025

AHaIHTHYECKHH oTueT No JlaTa aHamn3a

Date of Manufacture / - 10/2025 Date of Expiry / - 09/2027

JlaTa npou3BoAcTBA T'open no

Mfg. License No. / MA number: /

IpousBoacTBenHasn : MNB/05/263 e - : JII-Ne(004669)-(PT-RU)
Homep PY

JuneHzus Ne

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

Page 7 of 11/ Ctp. 7 m3 11

I}f Test / [lokasaTennb Results / PesyabTaTel Specification / Hopma

10 Microbiological purity*/ Mukpo6uosoruyeckasi yucrora*

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

Count / obuiee yucio He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHH3MOB

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

mold count / obiiee yncio He 6onee 102 KOE/r;

IPOMOKEBBIX U IJIECHEBBIX

rpuboB

Lscherichia Coli NA shcll bc ab3ent in | gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 6.3 Acceptance value (4F) not more than 15.0
OnpHopoaHOCTh [Mokazarens npuemnemocTH (AV) nomxeH ObITh
JO3HPOBAHHBIX eAHHHI] He Honee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: TIpNTykT cONTRETATRYET TReAoRAHUAM H]T Raknmmyenue: OTIORPEHO
Prepared by / Checked by / Checked by (AQA) / [{Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani I[Npoeepeno: Pravesh  ||[Iposepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

. Rana Amit Kumar JINLO:

ps { CUNIL KUmMpn.
/\‘/ & ,{ \""1

Date / Date / Date / Date / 2 ) L%
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

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 €3¢

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

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

CERTIFICATE OF ANALYSIS 1. 01 ae166 56001-07

CEPTHOUMKAT AHAJIM3A . drreddys.com

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

Hpoaykr: Keropoa® Dxenpece (keToposnak) TableTku, Ancneprupyemsie B monoctu pra, 10 mr - |

Market / Poinok :Russia / Poccus ]

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

Cepus Ne e Ob6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 890001849100 Date of Analysis / - 26.11.2025

Anagnruyeckuii oTyer N Jara anajusa ]

Date of Manufacture / . 10/2025 Date of Expiry/ - 09/2027

Jarta npousBoacTBa I'ogen no |

Mfg. License No. / MA number: /

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

auuen3us Ne

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

PIL version approved: / MucTpykuus yreepxiena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i.“o Test / IlokazaTennb Results / PesynabTaTbl Specification / Hopma
12 Assay / KonnuecTBeHHoe 99 mg/99 mr From 9.0 mg to 11.0 mg of
onpejesieHue (99.4 %) C15H3NO3°C4H,; 1 NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mmr no 11,0 Mr
C15H13N03‘C4H11N03 (KCTOpOJ'IaKa
tpoMetamyH) (ot 90,0 mo 110,0 % or
3aj4BJIEHHOTO KOJHYECTBa) B TabaeTKe.
13 Butylhydroxyanisole 0.0953 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.0953 mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy THATHAPOKCHAHM30./12

Remarks : The Product confirms to ND/
Ipumeuanue: 1lpoayxt cootBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3axmwyenune: OJOBPEHO

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

TTH110: i Us! C K»U\/V\ A
4]

Prepared by / Checked by / Checked by (AQA) /
[Noarorosneno: Shivani ITposepeno: Pravesh  [[[IpoBepeno (AOK):
Rana Amit Kumar
5 - ”,
Date / Date / Date / i
Hara: 26.11.2025 Hata: 26.11.2025 Jlara: 26.11.2025

L/ 2I1L0>S~

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



‘.0 Dr. Reddy's Laboratories Ltd.

’ ® Formulation Unit-6

Dr. Reddy S Ne Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

agise Tcennl?
(SRR 6 Fia

CERTIFICATE OF ANALYSIS - 5150106 oc0
CEPTU®UKAT AHAJM3A  yudrreddys.com

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

Mpoayxr: Keropoa" Jrenpece (keroponak) rabiierki, ARCHEprapyemMbie B HOJ0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus |

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

Cepusa Ne FEe e Oo6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No / - 890001849100 Date of Analysis / . 26.11.2025

AHaJuTHYeCcKH# oTyeT No JlaTa anannza

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Jata npou3BojicTea I'ogen 10

Mfg. License No. / MA number: /

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

nnuensusg Ne

Analysis performed according ND: / Anann3 nposenen mo HJ: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uucrpykuus yreepaiena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

l;:: Test / IToka3zarennb Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

Onucanne ynakoBkn (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. / ITo 10 Tabnetox B Gnucrepe u3
information leaflet in a carton | (ITA/AJVIID ¢ Bnaronorinotutenem/[I12BII)
pack. / Ilo 10 Tabnerox B | ¢omeru // (IID/AJI) ¢oneru. IMo 1 wmmm 2
o6nucrepe u3 (I[MTA/AJU/IID ¢ | Oaucrepa BMecTe C JIMCTKOM-BKMAfbIIEM B
BnaromornotuteneM/I15BIT) nayky KapTOHHYIO.

donwru // (II3/AJ) donsru. Io
2 6nuctepa BMECTE C JIMCTKOM-
RKNATBITHEM B ﬂa‘”(y
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.
* Ilpu BbINyCKe IEKAPCTBEHHOro NpenapaTa KOHTPOJIb Ka4ecTBa Mo nmokasaTesio «Mukpobuosornyeckas

YHCTOTA» MPOBOAUTCA ANs Kaxaoit 20-0if cepuu, MM 115l ONHOM CEPHU B IO, B 3aBUCHMOCTH OT TOTO, 4TO
HACTYIMT paHbUIe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
llpumeyanue: 11poyyKT COOTBETCTBYET TpebOBaHUAM H /| Jariaodyenue! UJUbPEHU
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
MNoxroroeneno: Shivani [Tpoeepeno: Pravesh  |[TIposepeno (AOK): ||Ono6peHo: Obecrneuenue kauectsa/OTBETCTBEHHOE

5 Rana Amit Kumar JTHLIO:

/@’) : o QUNIL BwWIR_
) ikt W

Date / Date / Date / Date / VL[~ 0K~
Hara: 26.11.2025 Jara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

@
! °® Formuiation Unit-6
Dr. Reddy s “. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 4. 191 92166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com

- —

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keTopoiak) TabaeTKH, AMCHEprupyembie B mosocta pra, 10 mr A _
Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
Cepus Ne e O0bem cepun © 36,00,000 Tab
Analytical Report No/ . 890001849100 Date of Analysis / . 26.11.2025
. AHaauTHYecKHH oT4eT Ne Jara anajausa
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JaTa npon3BoaCTBA Tomen no
Mfg. License No. / e R —
IIpousBoacTrBenHan : MNB/05/263 ’ : JII-Ne(004669)-(PT-RU)
Homep PY
_unenzun Ne
Analysis performed according ND: / Ananus nposenen mo H/{: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpyknus yrBepxkaena: 21.04.2025 |

Page 10 of 11/ Crp. 10 m3 11

| APT name / Haumenosanue ADC: ' Ketorolac tromethamine / KeToponaka TpomeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH001208
Homep cepuu npouspoautessa ADC:
FP Manufacturer API Batch number /
Homep cepnn cy0cTaHIMH NPOU3BOAUTEIA FESA00169
rJid:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssogutens A®C, crpana: H-p Pennu'c JTaboparopuc Jlta., Uunus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNDB/05/263) /
HaumenosaHHe, aapec, THIEH3UA NJIA H-p Penmu’c Jlaboparopuc JItn., Mnnus, [IpoussoacteerHoe
IIpon3BoacTeenHas miaomaaka / Ilnomanka noapasgenenue-6, Bumt. Kxons, Hanarapx Poya, bagnu, JQuctpukr
KOHTpOJs kavyecTBa / Ilnomanka Beimycka Conan, X.I1., 173205, Uuaus (nuuensus 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/ Conclusion : APPROVED /
[Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTornexo: Shivani ITpoBepeno: Pravesh  (|[Tposepeno (AOK): ||Onodpeno: Obecneyenue xkauectsa/ OTBETCTBEHHOE
Rana Amit Kumar JIHLO:
A - dUNIL Cumpe
== ; ’_/( VV’
Date / Date / Date / Date / Y] =203
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara: l ‘ 0 S—'

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




‘..0 Dr. Reddy's Laboratories Ltd.
. [ ] . i

Formulation Unit-6
Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,

Distt. Scian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .a1 02156 56001-02

CEPTU®UKAT AHAJIM3A . drreddys.com

Page 11 of 11/ Ctp. 11 m3 11
3aKkJ/l04YeHne 0 COOTBETCTBHH: «HacTOAIKM 5 TIOATBEPKIAI0, UTO MPUBEJICHHAS BEINE MHPOPMALIUS SBIISETCS
JIOCTOBEPHOM M TOYHOU. DTa cepusi NMPOAYKIIMH NPOW3BeJeHa (BKIIOYas YHaKOBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) HaA BBIUIEYKA3aHHOW IPOM3BOACTBEHHON IUIoIanKe (IJIOMafKaXx) B IIOJIHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBmi Hagnexaied NPOU3BOACTBEHHON MpakTUKH EBpasmilckoro 3KOHOMHYECKOI'O COIO3a U
TpeOOBaHMSIMH KOHTPOJISL KayecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXXE B COOTBETCTBHM CO CHENUUKAIUIMH,
COJICPKALUMUCS B PETUCTPALIMOHHOM JI0ChE CTPAHBI-UMIIOpPTEpa. 3alKCH 110 IPOU3BOACTBY, YIIAKOBKE U aHAIIU3Y
IIPOBEPEHBI, U YCTAHOBJIIEHO UX COOTBETCTBHE TpeOoBaHusM [IpaBun Hamnmexaned NpoU3BOACTBEHHON IIPAKTUKU
EBpa3uiickoro 5KOHOMHYECKOTO COI03a.

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® kcnpece (KeTopoJiak) TabileTKu, JHCHEPrupyeMble B HON0CTH pra, 10 Mr - ]
[Mz_irket / PpIHOK :Russia / Poccus -
Batch No / : Batch Quantity / ~36,00,000 tab /
Cepus Ne e Oobbem cepun © 36,00,000 Tab
Analytical Repovrt No / - 890001849100 Date of Analysis / . 26.11.2025
AHaquTH4ecKHii oTyeT No Jlara anaau3za
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JaTa npoH3BoACTBa o I'oxen no
Mfg. License No. / MA number: /
IIpouzBoacrBeHHasn : MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)
Homep PY
JHneH3us Ne
Analysis performed according ND: / Anann3s npoeeaes o HJL: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpyknus yreepaaesa: 21.04.2025 o

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBaHusm HJI 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Shivani [lposepeno: Pravesh |[[IpoBepeno (AOK): ||Ono6peno: Obecneuenue xauecTBa/OTBETCTBEHHOE
R 4 Amit K JIULIO: © 2
/\ ana ‘} i umai/ A 10 gUN’L MA
Date / Date / Date / Date / 2] L0I
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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